
DEPARTM INT OF HEALT’H AND HUMAN SE&ICES 
Food and Drug Administration LIGHT $HOW$ 

3oTEz No kser light show, projeotkm system, oi device may vary-from oomplfanoe with 21 CFR 104O;ll{c) in d 
appizzation inaccordance with 21 CFR l&0.4. 

or use without the approval of this 

INSTRUeflONS 
1. Check ali applicable boxes and type or print the 3. Mail your application to the Dockets Management Branch (HFA-305), Food and 

requeste 1 information. 
2. Submit G n orlglnal and four (4) copies. 

DrugA&nirWretlon, Rm 1061,563O Fishers Lane, Rockvilla, MD 20852. 
4. Enter dacket number if easlgned. 

I. NAME Of COMPANY 
Prismatic: Magic LLC 

!. ADDRES 5 OF COMPANY (Include ZIP Co&)(/f P.O. Box is us&~ /t~/~ea~&& street eddmss a/so,) 
PO 413( Wayne, NJ, 07474-4130 1 202 Otterhole Road, WtHit Mllfwd, NJ 07480 

1. NAME AbiD TITLE OF RESPONSIBLE PERSON 4. TELEPHONE NO. (Indlude erw cods) 5. DATE OF SWBMlSSlON 
Dr. Davi 1 Volpe, Director of Research and Development (973) 28%(3006’ 09/09/2005 

i. THE APFkANT REQUESTS THE VARIAN& TO BE IN EFFEGTFORA PERIOD OF 2 YEARS FROP.4 THE DATE OF ISSUE. (In 
gene& t :e Agency will appmve a wtianoe for Bniy two yaam. If a k&er per&d is requested, a]usHfca~ must be aEach& as part of the applioatfort.) 

PRODUCT DE~pnON A& USE! 
I: LIST NAI‘ IE AND/OR MODEL NUMBER(S) FOR THE LABER LIGHT SHOW@) AND PROJECTOR(S) 

Gozec B-0405; Gryphon: G4-0906 ’ 
). PRODUC T FOR WHICH A  VARIANCE IS REQUESTED 

A  aser display device 
f. PRODUCT IS INTENDED TO BE USED AT ANY ONt+XATlON 

More than 15 days 
A  mjector for a laser light show 
A  user light show 

0 0 w fspecifyl- 
:. q PRO; ECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO 

OTHF 2 LASER LIGHT SHOW PRQDUCERS 

1. PROOUC T IS INTENDED FOR USE IN A  
a PI Inetarium or other dome projection structure 

Tt aatar 
Hc @l/motel ballroom or meeting room 

q St rre displays 
q Tr ide show or convention 
a Di wtheque or night club 
a Pi vilion 
q In.%or arena 
0 0 Moor arena 
q M  rseum 
q Oi-tdoor unenclosed area 

0 ler (sp&@) auditoriums and gyms 

UC T IS INTENDED TO BE USED 
At only one (Fixed} location 
At a variety of (row) locations 

0 0; 781 b%ecW 
3. LAsEm M m  

LAS :R MEDIUM (At’, He-/k, etc.) I WAVE LEE 

4rgon 

Diode 

476,488,514 rzm I 0.15 W  combined 
i 

650 nm 0.3 w 

More than 5 but not more than 15 days 

p; TO IS INTENDED TO RUN FOR 
More than 6 months 

Less than one month 
Not app&able &Vof e four) 

h. PRODUCT UTiUZES THE FOLLOWING LASER EFFECTS 
F?n’ screen piojections 
Rear screen projections 
Holographic displays 
Multiple re~~i~a~~ effects 
Audience scanning @Iso includes scanning any accessible 
unconbv/lled amas} 

q Refleotions from stationary mirrors or mirrored 
surfaces~&~mMetrioes) 
Stationary irradition of rotating mirror balls, etc. 
Scanning irradietion of rotating mirror balls, etc. 
Fiber optic prbjections 
Fog, smoke, or other aogttering enhancement effects 

Other C%wW 
?ON LEVELS 
iTHS Inm) I PEAK POWER (welts) 

I I 

9. IF ANY L’SER RADlATlON IS PULSED OR FANNED, GIVE THE PULSE DURATION~ANO RATE AND SCANNSAtG FREQUENCY AND AMPLITUDE 

Laser sc arming: 26000 pps (- 

10. REA6C‘ 
Cc mpliance with the limits of 21 CFR iO40.11 (c} would rest&t the intanded use of the product because Wnplianca would 
lir it the output power to the extent that the desired effects would not be sufficiently visible 

0: ier or additional explanation (Speoi&~ 
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It :3 proposed to deviate from the proviskns of 21 CFR tO4O.t ¶(G) in that the accessible Smisskn level would exceed the 
a~zessibleemissknlimitsspecifMin21 CFRlOQO.ll(c). 

q It Is proposed to deviate from the provisions of21 CFR 1040.1 l(c) as follows: 

L& 381 light shovqand displays 8re ac&pted popular rnedk IQ entertainment and the arts. Use of power levels in excess 
of the limits imposed by 21 CFR 104O.)l(c) is necessary toechieve’the re&irecMfects in t l%se media. 

q Order or addiiinal advantages (demtm and explain). 

13. EXPLAI. 4 THE ALTERNATE MEANS OF RP;DIATIDN PROTECTION TO BE PRDVlDEl& (Check esmeny boxss es apply. In item 74 “Rem&s, * 
justify 8. iy boxes not checked, using additkmel sheets as necesswy. state &my other means d marieZion $futeti that will be used.) 
a. Al: laser products, systems, shows, and projears will be certified to comply &ith 21 CFR lO40.10 and the conditions of this variance and will 

&. reported as required by 21 CFR 1002.10 AND lOQ2.11 i&g thereportjng gMes provided for such purpose. These actions will be 
ac;ompliirhed prior to any introduction %into commerce. 

b. m  W.ects not specifically indicated in this‘ varianceappli I 
valance has been obtained and the required repot& or su 

not be PerfwmecI. No other effects will be added until ah amendment to the 
merits, asapplk&le, have been submitted, 

c. q SC arming, projection, or reflectkn of la&r and collateral r&&ion (UgM show mdlatkm) into audience or other @xessible uncontrolled areas 
wi ! not be permitted except for diffuse ~reflectkns produce&by the atmosphere, ~~~at~pbe~c scattering media, and target screens. 

d. Le3er radiation levels in excess of the limits of Class I will not be peimftted at any pointless than 3.0 rne&rs above any surface upon which 
persons other than operators, perfomWs, or employees are permitted to stand or25 meters below or 7n lateial separation fmm any place 
wk ere such persons are permitted to b@. Operators, performers, and employees will rqt be required or Mowed to view radiation above the 
lin its of Class I or beexposed to radia$on above the limits &&fied in 21 CFR 1040.11-(c). 

e. At y product whkh relies on scanning to meet access, exposure, or prc+zt class limits will incorporate a scanning safeguard system which 
di ,ctly senses scanner motion and which will m&t fast enough to preclude exceeding the applkabla limit, 

f. a Al laser light shows shall be under the, direct and personal control of trained, competent operator(s). The operator(s) till: 
(1 Be an employee of the variance holder who will be responsible for the training and the conduct of the.operator; 
(2 Be located where all beam paths can be directly observed at all times: and 

(3 Immediately terminate the emisskp of light show radiatkn in the event of any unsafe condition: ar, for outdoor shows. upon request 
by any air traffic control oifkials. 

g* Tf s maximum laser projector output power will not exceed the level required to obtain the Intended Meets. 

h. Tl e projection system (i.e., the pmjwtor and all other tmrqments used to pruduc~~ the &Ming e#eets) wilt be securely mounted or 
irr: nobilized to prevent unintended mo+ement or mis&llgnmerit. Be&m masklq will be pmvlded as an inhqrent part of the system design to 
pr+?vent overfilling of screens, beam &ps, targets, etc. 

i. Lcser projectors will not be delivered to any other party under an agreement of sale, lease, or loan unless and until the recipient demonstrates 
tbt they have a variance in effect at the time of delivery th& permits them to p&duce kiser light shows incorporating such pmjector(s). 

j. In addition to the requirements of 21 CFR 104D.lO(h), the manufacturer of laser pmje@ors/systerns will provide to parties who purchase, lease, 
or Wrow the equipment, adequate users’ instru&ons for safe instalWon and opemtion whkh axplain the responsibittty of the recipient as an 
in ‘ependent light show manufacturer b submit the required reports and apply for and obtain a variance from CDRH prior to introdudion into 
cc nmerce of any laser light shows. 

k. q Tt J requirements of 21 CFR 1002.30(~)(l) end (2) will be B~mplishedtbmugh theuse of written procedures for setup, alignment, testing, 
I to ensure compliance v&h 21 CFR 1040.~0, the conditions of this 

v~iance. and the desuibed in the AlWlZ13B.l Ftandard for the safe use of lasers 
?00?8) or any other equlvatent user consensusstandard and, where 

a@Cable, state or local requirements; Laser rad&ion areas which cab cant& r&&tkn l~s&ove thelkrrfts specified in 21 CFR 1040.1 l(c) 
wi i be clearly identified by the posting ,of warning signs and/or restfkting access through pbys&al means-(such as pressure SWitcheS, photo 
cc -Is, b&et-s, guards, etc.). These ~uirerhents apply to t$mpofifry.areas (s& 86 d@nq set up md~alignment procedures} and to final or 
pemanent areas. The variance holder:will retain the records rif these procedures end the r&qlte of aI%& as required by 21 CFR 1002.31. A 
cc.~y of the variance application, the appmval ltir, current procedures, and records relating to each particwlar show will be with the operator 
or tier responsible indMdual and will’be made evallsble for inspection by FDA and ather responsible authorities. 

I I 
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AC v%nce written notification will be made as e8t+y+ pos$ifh to apfxqwiate fed@&, state, and bcal aut&Mtb providing show itinerary with 
dz :es and locations clearly and completely ldenttfied. and abasic det&ption ofthe pr@o+ad effects inciudlng a statement of the maximum 
poa,&rer output intended. Such Wifkations wH be made, butnot necepkarffy be lfrnlted, to: 

(1: The Center for Devices and Radiical Wealth, CfRce of Com$iance (l-lF&S42), 2098 @either Road, Rockvilla, MD 20850 providing the 
inltlal and closing dates for fIxed in@talletbms and the, lbnerary fbr moblle sh&v&, ‘In addRon, ‘unless al&a- of each show’ have been 
reported and accession numbers c@ny referenced, *each no&e will lnclud+detalled descdptioris of each show and a listing of all effects to 
be peffWmed in sufflcisnt detail to confirm cornplience v&h thereg&ior~ and this variance. 

(2 The Federal Aviation Administration (FAA) for any pmje&ons into open airspace at any,time (i.e., iirduding set up, alignmenf, rehea~/s, 
perfbmences, etc.). If the FAA ob]ects to any laser effects, the ob&%ions will be resolved and any conditions requested by FAA will be 
adhered to. If these conditions cannot be met, the objectfcnable effect$ will be dekted from tha s 

(3 State and local radiation controlofg~agenoi~ for al&ows to be perikrrmed wlfhbr their All requirement8 of state and local 
law will be satkfied and any objec@rs raised by localauthorlUes will be i’ekfved Whe effecta de&d. (A list of &de!& endsfate o&es is 
avsilebe f ivm the center forhv@x+ and &%f&Jtagicet~e~ upon requesf.) 

c 14. REMAR <S 

I CERTIFY that all of the above infomKltion and &atements are true, compkte, and correct to the best of my knowledge and acknowledge that 
my va iance applicatien may be denled or my variance may be revokeuif this +$icatlon is found to be f@ee, miSleadlng or incokect In any 
meteri:~l way. I have submtbecl end will Wbmlt all reports requked by 21’ CFR lfXI2.10 and 1002.13 on the laser equipment and show(s). I 
further understand that I may be required by regulagon or by the Director, Center for De-&es and RadiologIcal Health, to supply such other 
Inform +tion as may be nece~ry to evaluate andact on this application. 

of Research and Devekpment 


